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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

Claims 1, 2, 5, and 7-11 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Talton (International Application Published under the PCT WO 00/74657 A1 , 
Published 12/14/2000). 

Talton teaches, "Methods for coating particles and particles produced thereby" 
(See title). "Such particulates (cores) include, but are not limited to, drugs, 
pharmaceuticals for human or animal use, cosmetics, pesticides, herbicides, fungicides, 
paints and pigments, as well as inert particles for which a thin coating is desirable. Of 
course, this invention is also applicable to the application of thin layers of active 
materials to inert particles. Examples might include nanoparticles having biologically 
active coatings, such as antigens, nucleic acids, proteins, or even pharmaceuticals. The 
possibilities and combinations are numerous." (See page 10, Lines 16-20 and page 11, 
Lines 1-2). "In this invention, PLD or pulsed laser ablation is used in the preparation of 
ultrafine, fine and granular drugs particles/particulate materials having atomic or 
nanometric thick coatings that impart improved pharmaceutical properties." (See page 
12, Lines 17-19). "The method of the present invention generally involves physical 
vapor deposition (PVD) of polymer coating onto the surface of the target particulate. 
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techniques for achieving PVD are well-known in the art and include ... laser ablation of 
a target material to produce a flux of coating particulate materials, which are then 
contacted with core particulate material, and allowed to form a coating thereon. A most 
preferred method is laser ablation." (See page 12, Lines 2-7). "Through regulation of the 
physical parameters of the deposition process (including background gas and pressure 
and coating exposure time) the skilled artisan may now for the first time prepare a 
variety of particulate drugs that comprise ultrafine particulate coatings." (See page 13, 
Lines 5-7). "Operating the coating process at approximate atmospheric pressure allows 
for continuous production process. "(See page 14, Lines 4-5). "In addition, mechanical 
agitation may be included from the bottom to improve the fluidization at lower gas flow 
rates. A relatively inert atmosphere is maintained by constantly flowing a gas such as 
helium into the chamber." (See page 14, Lines 14-16). "The invention is operated such 
that the coating chamber has a pressure of around atmospheric pressure, which may be 
a pressure as low as about 10 Torr to as high as about 2500, or any pressure in 
between." (See page 14, Lines 20-22). "The methods of the present invention may even 
be used to coat nucleic acids to inert particles ..." (See page 17, Lines 2-3). "The 
materials employed in the coating process are preferably materials such that when 
ablated by an energy source, comprise a vapor of discrete particles that are extremely 
small - typically preferred are coating particles that are sized on the order of from about 
1 to about 1000 nanometers in average diameter." (See page 15, Lines 6-9). "In certain 
applications, it may also be desirable to coat the drug particles with mixtures of two or 
more coating materials. Such coating materials may be prepared so that each member 
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of the plurality of coating materials may be simultaneously ablated and applied to the to 
the surfaces of the drug particles ..." (See page 27, Lines 1-4). Talton further teaches 
an "apparatus for coating particulates". (See page 19, Line 10). "A nanometer-thin layer 
of target material absorbs the energy from the laser pulse and the surface is rapidly 
heated and expands from the target in the form of a plume of ablated atomic to 
micrometer sized particles. The plume of particles is then deposited onto the fluidized 
core particles." (See page 19, Lines 16-19). "The core particles, or particulate materials, 
are preferably fluidized within the coating chamber to improve the uniformity of coating." 
(See page 20, Lines 20-21). "Fluidization may also be achieved by mechanical mixing 
..." (See page 21, Line 3). "A mechanical vibrator ... can be used in conjunction with the 
fluidization to prevent particle agglomeration and apply fluidization at lower gas flow 
regimes." (See page 22, Lines 12-14 and Figure 1). For the foregoing reasons the 
instant invention is anticipated. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1. Applicant Claims 

2. Determining the scope and contents of the prior art. 
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3. Ascertaining the differences between the prior art and the claims at issue; 
and resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

1. Claims 3, 4, 6, and 12 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Talton (International Application Published under the PCT WO 

00/74657 A1, Published 12/14/2000). 

Applicant Claims 

Applicant claims a drug nanoparticle obtained by irradiating laser beam to a 
target composed of drug powder and protein, the method of manufacturing such a 
medical agent, and an apparatus for manufacturing such a medical agent. 

Determination of the Scope and Content of the Prior Art (MPEP §2141.01) 

The teachings of Talton are discussed above. 

Ascertainment of the Difference Between Scope the Prior Art and the Claims 
(MPEP §2141.012) 

Talton teaches a target material comprising nucleic acid which is subjected to 
irradiation by a laser beam thereby creating nanoparticles which are deposited on an 
inert carrier. The instant claims are directed to a target material comprising a drug 
powder as well as a protein material. Talton teaches that the target material can be a 
combination of materials including organic materials such as pharmaceuticals as well as 
proteins. Although Talton does not instantly envisage the instant claims, Talton does 
make such a target material obvious. 
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Finding of Prima Facie Obviousness Rational and Motivation 
(MPEP §2142-2143) 

It would have been obvious to one of ordinary skill in the art to use a combined 

coating composition of both nucleic acid and protein. One would have been motivated to 

do so because Talton teaches that combined composition is possible and thereby giving 

added applicability to particulate. For the foregoing reasons the instant invention would 

have been obvious to one of ordinary skill in the art at the time of the instant invention. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ali Soroush whose telephone number is (571) 272-9925. 
The examiner can normally be reached on Monday through Thursday 8:30am to 
5:00pm E.S.T. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
Supervisor, Johann Richter can be reached on (571) 272-0646. The fax phone number 
For the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
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800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



AN Soroush 
Patent Examiner 
Art Unit: 1616 

/Johann R. Richter/ 

Supervisory Patent Examiner, Art Unit 1616 



